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FREEDOM OF INFORMATION SUMMARY

oy

. General Information:
a. File Number:

b. Sponsor:

C. Establishéd Names:
d. Proprieta;y Name:
e. Dosage Fprm:

f. How Supplied:

g. How Dispensed:

h. Amount of Active Ingredients:

i. Route of Administration:
J.  Species/Class:

k. Recommended Dosage:

1. Pharmacological Category:

m. Indications:

ANADA 200-193

Phoenix Scientific, Inc.

3915 South 48™ St. Terrace

St. Joseph, MO 64503

Drug Labeler Code: 059130
Clindamycin hydrochloride oral liquid
Clindamycin Hydrochloride Oral Liquid
Oral Solution

20 mL (0.68 fl oz) multiple dose vials
Rx

Each mL contains clindamycin hydrochloride
equivalent to clindamycin 25 mg.

Oral
Dogs and cats

Dogs: Wounds, abscesses, and dental infections:
2.5 to 15 mg per pound of body weight every 12
hours for a maximum of 28 days. Osteomyelitis:
5.0 to 15 mg/lb of body weight every 12 hours for
a minimum of 28 days.

Cats: Wounds, abscesses, and dental infections;
5.0 to 15.0 mg//1b body weight every 24 hours for
a maximum of 14 days.

Antibacterial

Clindamycin Hydrochloride Oral Liquid is
indicated for the treatment of infections caused by



n. Pioneer Product:

o. Effect of Supplement:
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susceptible strains of the designated
microorganisms in the specific conditions listed
below:
Dogs: For the treatment of skin infections
(wounds and abscess) due to coagulase positive
staphylococci (Staphylococcus aureus or
Staphyloccus intermedius), deep wounds and
abscess due to Bacteroides fragilis, Prevotella
melaninogenicus, Fusobacterium necrophorum,
and Clostridium perfringens, dental infections due
to S. aureus, B. fragilis, P. melaninogenicus, F.
necrophorum, and C. perfringens, and
osteomyelitis due to S. aureus, B. fragilis, P.
melaninogenicus, F. necrophorum, and C.

perfringens.

Cats: For the treatment of skin infections (wounds
and abscess) due to Staphylococcus aureus, S.
intermedius, Streptococcus spp., deep wounds and
abscesses due to Clostridium perfringens and
Bacteroides fragilis, and dental infections due to
S. aureus, S. intermedius, Streptococcus spp., C.
perfringens, and B. fragilis.

ANTIROBE AQUADROPS; Clindamycin
Hydrochloride; NADA 135-940; Pharmacia &
Upjohn

The supplement provides for approval of a dose
range and revised indications for use of
Clindamycin Hydrochloride Oral Liquid in dogs
and cats which was approved for the pioneer
product under NADA 135-940 (67 FR 54954,
Aug. 27, 2002) with no exclusivity period. The
expanded range was changed from a point dose of
2.5 mg/lb. in dogs to an expanded range of 2.5 to
15 mg/lb. The change in cats was from a range of
5.0 to 10.0 mg/lb. to a range of 5.0 to 15.0 mg/lb.
The revised indications provides for a change in
the words ‘soft tissues infections’ to ‘skin
infections’ for dogs and cats.
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2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS:

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the Generic
Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an Abbreviated New Animal
Drug Application (ANADA) may be submitted for a generic version of an approved new animal drug
(pioneer product). New target animal safety and effectiveness data and human food safety data (other
than tissue residue data) are not required for approval of an ANADA.

Ordinarily, the ANADA sponsor shows that the generic product is bioequivalent to the pioneer,
which has been shown to be safe and effective. If bioequivalence is demonstrated through a clinical
endpoint study, then a tissue residue study to establish the withdrawal time for the generic product
should also be conducted. For certain dosage forms, the agency will grant a waiver from the
requirement of an in vivo bioequivalence study. (55 FR 24645, June 18, 1990; Fifth GADPTRA
Policy Letter; Bioequivalence Guideline, October 9, 2002).

Based on the formulation characteristics of the generic product, Phoenix Scientific, Inc. was
granted a waiver from the requirement of an in vivo bioequivalence study for the generic product
Clindamycin Hydrochloride Oral Liquid. The generic product is administered as an oral solution,
contains the same active ingredient in the same concentration and dosage form as the pioneer
product, and contains no inactive ingredients that may significantly affect the absorption of the
active ingredients. The pioneer product, ANTIROBE AQUADROPS (clindamycin
hydrochloride), sponsored by Pharmacia & Upjohn Co., NADA 135-940, was approved on May
23, 1985.

3. HUMAN SAFETY:

This drug is intended for use in dogs and cats, which are non-food animals. Because this new
animal drug is not intended for use in food-producing animals, data on human safety
pertaining to drug residues in food were not required for approval of this supplemental
ANADA.

4. AGENCY CONCLUSIONS:

This supplemental ANADA submitted under section 512(b) of the Federal Food, Drug, and
Cosmetic Act satisfies the requirements of section 512(n) of the act and demonstrates that
Clindamycin Hydrochloride Oral Liquid (clindamycin hydrochloride), when used under its
proposed conditions of use, is safe and effective for its labeled indications.
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5. ATTACHMENTS:

Facsimile generic labeling and currently approved pioneer labeling are attached as indicated
below:

Pioneer Labeling for NADA 135-940:
ANTIROBE AQUADROPS-Insert

Generic Labeling for ANADA 200-193: ,
Clindamycin Hydrochloride Oral Liquid-bottle label, insert, clipboard carton




Antirobe®

brand of clindamyein
hydrochlortide capsules, USP

Antirobe Aquadrops®

brand of clindamycin
hydrochloride liquid

paramelers evalualed lo assess toxi-
city when comparing groups of
irealed arumals wilh contemporary
controis Rals adminisiered ctinda-
mycin hydrochloride al 600 mg/kg/day
(272 7 mgfib/day) for six months tol-
erated the drug well, however, dogs

orally dosed at 600 mglkgiday.

(2727 midlbidayY vemited, had
anorexia. and subsequgntly losi
weight At necropsy these dogs had
erosive gastrilis and focal areas of
necrosts of the mucosa of the galt
pladder

Safety in gestating biches or
breeding mates has noj been estab-
fished

Cat Data: The recommended dally
therapeulic dose range for clinda-
myecin hydiochlonde (ANTIROBE
AQUADROPS Liguid} is t1 to
33 mg/kg/day {5 to 15 mg/ib/day)
depending on the seveiily of the con-
dition. Clindamycin hydrochioride
(ANTIROBE AQUADROPS Liguid)
was tolerated wilh httle evidence of
toxicity in domestic shosthair cats
when administered orally al 10x the
minimum recommended therapeutic
daily dose (11 mgrkg: 5 mg/ib) for 15
days, and at doses up 1o 5> the mini-
miIn recommended therapeutic dose
for 42 days Gastramntestinal tract
upsetl {soft feces lo diarrhea)
occutred in controf and lrealed cals
with emesis occurring at doses 3x
or greater than the minimum recom-
mended therapeutic dose {11 mg/
kg/day, § mg/lb/day) Lymphocylic
inflammation of the gaitbladder was
noted n a grealer number ol treated
cats at ie 110 mylkg/day (50 mg/lb/
day) dose level than for contral cats
No other effects were noted Safely
in gestating queens or breeding male
cals has not been established

INDICATIONS
ANTIROBE (brand of chndamycin
hydrochlonde) Capsules {for use
dogs only} and AQUADROPS Ligud
{for use in dogs and cats) are indi-
cated for the treatment of infections
caused by suscepfible strains of the
designated microorganisms n the
specific conditions histed below
Dogs: Skin infections (wounds and
b ) due to coagut posi-
tve staphylocoeci (Staphylococeus
aureus or Slaphylococcus interme-
diis) Deep wounds and abscesses
due to Baclaroides tragliis, Prevolglia
melaninogenicus Fusobacleaiim

Antirobe

brand of clindamycin hydr

Antirobe Aquadrops r

brand of ctindamycin hydrochleride fiquld

usp

necrophorum and Clostridium perfringens.

Dental infections due to Staphylococcus

aureus, Bacteroides fragilis, Prevoteila
s Eusoh f

wat n Hm

% 7 (%
and Clostridum perfangens Dsteomyelitis due
1o IS aureus, des fragils,

phy
Prevotella melaninogenicus, Fusobacterium
necrophorum and Clostridivm perinngens.

Cats: Skin infecti { ds and ab }
due 1o Staphyl auraus, Staphyh
mtermedits, Streptococcus spp “Deep wounds
and infectlons due to Clostridium perfungens
and Bacleroides fragilis.

Antirobe
brand of yeln hydr ! les, USP
Antirobe Aquadrops

brand of clindamycin hydrochioride jiquid

DOSAGE AND ADMINISTRATION
Pogs:
Infected Wounds, Abscesses, and Dental
infections

Oral: 2.5-15.0 mg/lb body weight every 12
hours

Duration: Treatment with ANTIROBE prod-
ucls may be continuad up to a maximum of 28
days If chmcal judg t Indyc: T of
dcuté Tnféclions shouid not be continued for
more than three or four days if no response to
therapy is seen.

Dosage Schedule:
o T

Dental infeclions due to Slaphyh

aureus, phyi ! d ol
coccus spp., Clostridium perfringens and
Bacterodes fragilis

CONTRAINDICATIONS

ANTIROBE Capsutes and ANTIROBE AQUA-
DROPS Liguid are contraindicaled in animals
with a history of hyp itivity to prep
containing clindamyetn or lincomyein.

Because of polential adverse gastrointeshinal
effects, do not i to rabbits, hamst
guinea pigs, horses, chinchillas or tumnating
animals

WARNINGS
Keep out of reach of children. Noi for human
use

PRECAUTIONS

During prolonged therapy of ong month or
greater, penodic ver and kidney function tesis
and biood counts should be performed

The use ol ANTIROBE occasionally results in
overgrowth of non- tible org such
as clostridia and yeasts. Therelore, the adminis-
tration of ANTIRQBE should be avauded in those
species sensilive 1o the gastromtestinal effects
of cindamycin (see CONTRAINDICATIONS)
Shouid superinfections otcur, appropriale mea-
sures should be taken as indicated by the clini-
cal situation. :

Palients with very severe renal disease and/or
very severe hepatic disease accompanied by
severa metabalic abercalions should be dosed
with caution, and serum clindamycin levels mon-
itored during high-dose therapy.

Chndamycin hydrochlonde has been shown 1o
have neuromuscufar hlocking properites that
may enhance the action of other neuromuscular
biocking agents. Therefore, ANTIROBE should
te used with caution \n animals receiving such
agents

Safetly in gestaung bilches and queens or
breeding male dogs and cats has not been
established

ADVERSE REACTIONS

Side elfecis occasionally observed in either
chimeat trials or during climcal use were vomiting
and diarthea

To repor! adverse reactions or a suspected
adverse reaction call 1-800-783-0396

ANTIROBE 25 mg, administer 1-6 capsules
every 12 hours for each 10 pounds of body
weight.
ANTIROBE 75 mg, administer 1-6 capsules
every 12 hours for each 30 pounds of body
weight
ANTIROBE 160 mg, administer 1-6 capsules
every 12 hours for each 60 pounds of body
weight.
ANTIRUBE 300 mg, administer 1-6 capsules
every 12 hours for each 120 pounds of body
waight.
Liquid
ANTIROBE AQUADROPS, administer 1-6 mL/10
les body weight every 12 hours.
Dogs:
Osteomyelitis

Oral: 5.0-15.0 mgfib body weight every 12
hours

Duratlon: Treatment with ANTIROBE is rec-
] ded for a mini n of 28 days.
Treatment should not be continued for longer
than 28 days il no response 1o therapy is seen

Dosage Schedule:
Capsules
ANTIROBE 25 mag, 2-

Antirobe
brand of clindamycin hydrochioride capsules, USP

Antirobe Aquadrops

brand of clindamycin hydrochloride tiquid

maximum of 14 days if clinical judgment indi-
catss. Treatment of acute infections should nol
be contnued for more than three to four days if
no chinical response to therapy is seen,

Dosage Schedule:
ANTIROBE AQUADROPS, to provide 5.0 mg/ib,
adrunisier 1 mL/6 {bs body weighi once every
24 hours; to provide 15 0 mg/ib, administer
3 m1/5 ibs-body weigh! onoe evary 24 houre

HOW SUPPLIED
ANTIROBE Capsules are available as:

25 mg - hotiles of 60D NDC 0008-3043-01
75 mg - botties of 200. NDC 0009-3044-01
150 mg - bottles of 100 ......NDC 0009-3045-01
150 mg - bhisler packages

of 100 s NDC 0009-3045-08
300 mg - blister packages

of 100 .........c.e.,.. NDG 0008-5015-01
NADA #120-161, Approved by FDA

ANTIROBE AQUADROPS Liquid is available as
20 ml filted in 30 mlL bottles (25 mg/mL)
supplied in packers contaiming 12 cartoned
bottles with direction labels and calibrated
dosing droppers, NDC 0009-3173-01.

NADA #135-840, Appraved by FDA

To report a suspecled adverse reaction of o
request a maierial safety data sheet {MSDS),
calt 1-800-793-0596.

Store at contralled room temperature 20° to 25° C
(68° 10 77° F) [see USP).

ANTIROBE AQUADROPS

Made by

Pharmacia & Upjohn Company
Kalamazoo, M 46001, USA

ANTIROBE Capsules

Made in Canada for

Pharmacia & Upjohn Company
Kalamazoo, Mf 49601, USA

6 capsul
every 12 hours for each 10 pounds of body
weighl.

ANTIROBE 75 mg, adminisier 2-6 capsules
every 12 hours for each 30 pounds of body
weighti

ANTIROBE 150 mg, administer 2-6 capsulas
every 12 hours for each 60 pounds of body
veeight

ANTIROBE 300 mg, admimster 2-6 capsules
every 12 hours for sach 120 pounds of body
weight

Liquid

ANTIROBE AQUADROPS, administer 2-6 mi/
10 ibs body weight every 12 hours

Cats:
Infected Wounds, Abscesses, and Dental
intections
50 - 15.0 mg/ib body weight once every 24
hours depending on the severily of the condition.
Duration: Treatment with ANTIROBE
AQUADROPS Liquid may be coniinued up to a

By Path YM tnc.
Don Milis, Ontario, M3B 1Y5

CANADA
Revised February 2002 813805711
692074
3179-01-000
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ANADA 200-193, Approved by A
CLINDAMYCIN HYDROCHLORIDE QRAL LIQUID

Caution: Fedaral faw restrets this drug to use by or on the order of a licensed vetarinanan.

DESCRIPTION

Clindamycin Hydrochionde Qral Liquid contains clindamycin hydrochionde which is the hydrated sait of
clindamycin. Clindamyain 1s a semisynthetic antibiotic produced by a 7(S)-chioragsubstiution of the 7(Fl)-hydroxyl
group of a naturally produced antibiotic produced by Streptomyces fincoinensis var. incolnensis.

Clindamycin Hydrochloride Oral Liquid is a palatable formutation intended for oral admunistration to dogs and
cats, Each mi. of Clindamycin Hydrochlonde Oral Liquid conlains clindamycin hydrochlende equivatent to 25 mg
clindamycin; ana ethy! alcohol, 8.64%, :

ACTIONS

Site and Mode of Action: Clindamycin is:an inhibitor of pratein synthesis in the bactenal cefl. The ste of binding
appears (o be inthe 508 sub-unit of the nbogome. Binding occurs fo the soluble RNA fraction of cartain ribosomes,
thereby inhubiting the binding of amino acidsiid those nbosomes. Clindamycin differs from cel wall infubitors in that
it cayses ireversible modification of the profein-synthesizing subcedl i al the it f level,

MICROBIOLQGY: Clir n s 2 lir ide anti hlal agent with activity against 2 wide variety of
aerobic and anasrabic bacteral pathogens. {lindamycn 1s a bacleriostatic compound that inhibits bacterial protein
synthests by binding to the 508 nbosamal supunit. The minii inhibitory jons (MICs) of Gram-positive
ant! obligate anaercbic pathogens isclated from and cats iy the United States are presented in Table 1 and
Table 2. Bactena were 1gofated in 1898-1998, All MICs were performed in accordanca with the National Commitiee
for Ciinical Laboratory Slandards (NCULS). -

Table 1. Clindamycin MIC Values (ug/mb) from  Table 2. Clindamycin MIC Values (ng/mL) from
Diagnostic Laboratory Survey Data § Di; ic Laboratory Survey Data Evaiuatl

6

to Ihe parent molecule {clindamycin). Urine bioactnaty, however, reflects a modute aof ciindamycin and actve
metabolites, especially N-dimethyl clindamycin and ciindamycin suffoxide.
ANIMAL SAFETY SUMMARY

Rat and Dog Data: One year oral loxicity studies in rats and dogs at doses of 30, 100 and 300 mg/kg/day {13.5,
45.5 and 136.4 my/lb/day) have shown clindamycin hydrochlonde to be well tolerated. Differences did fot ooour
the parameters evaluated to assess toxicly when comparing groups of freated amwmals with contemporary

is. Rals admun d cli ycin hydrochioride at 600 mgkg/day {272.7 mg/b/day) for six months
toleraled the drug well; however, dogs orally dosed at 600 mgtkg/day (272.7 mgAo/day) vomited, had anorexa,
and subsequently lost weight. At necropsy these dags had eroswe gasttis and focal areas of necrosis of the
mucosa of the gall bladder.

Safely in gestating oitches or breeding males has not been established.

Cat Data: Tha recommended daily therapeutc dose range for Clindamycin Hydrochionde Oral Liqud is 11 1o 33
mg/kg/day (5 to 15 mgfib/day) depending on the severity of the condiion. Clindamycin hydrochlande oral tquid
wag {oh with little evid of loxicity in d shortfwir cats when admimstered orally at 10 the minimum
recommended Sherapeutic datly dose (11 mg/kg; 5 mg/b) for 15 days, and at doses up 1o 5x the minimum
recommsrded therapeutc dose for 42 days, Gastrointestinal fract upset (soft feces to diarhea) occurred in control
and freated catg with emesis occunring at doses 3x o greater than the minimum rec ded therap dose
(11 mg/kg/day; & mg/b/day). Lymphocytic inflammation of the-galibladder was noted in a greater numver of treated
cats at the 110 mg/kg/day (50 myibiday) dose leval than for controt cats. No ather effects were noted Safety in
gestating queans or breeding male cats has not bgen established.

INDICATIONS
Clindamycin Hydrochloride Oral Liquid is indicated for the treatment of infections caused by susceptible strains of

the designed microorganisms in ihe specfic condiions listed balow:
Dogs: Skin infecti { is and ah ) due to o positive i {Staphylococeus
aureus or Staphylococeys nte Deep ds and due to 8. jes fragiis, Prevoisiia
lani us, Fuscb necrophorum and Clostndium perfingens. Dental infections due to
fapf 15 .aureus, B idas fragilis, P malar Fusob jum T

Canine Pathogens in the U.S, during 199&9;9‘ Feline Pathogens from Wound and Abs
: in the U.S, during 1998"

Qrganlsm Nun;ber
of
solates  MiCso MiCw  Range

Orgamism Nugber
Isolates MiCso MICss MICso Range

gilis, P and
Clostridium perfnngens. Osteomyelitis due ta Staphylatoccus aursus, Bactercides fragills, Prevotefia
melaninagenicus, Fusot iLfTl NSCIOp and Clostridum perfr 3

Cats: Skin i { ds and ab ) due to Staphyk aureus,
Streptacoccus spp. Deep de and infections due to Clostri periringens and B; fragilis. Denal
I i due o Staphylococcus aureus, Staphylococeus intermedius, Streplocaccus spp., Clostridium

Soft TissueWaund?
Staphylacoocus Bacterodas! perfangens and Bacteroides iragilis.
sﬁf’{:ﬁ 17 45 05 240 025240 Prevolelia 30 008 40 <00i5-40 CONTRAINDICATIONS
mtemdammsus 28 025 05 240 0125040 Fuscbactenum Clindamyein Hydrochioride Oral Liquid is contraindicated in animals with a tisiory of hypersensitivity to
Staphylococcus $Pp. R4 025 025 _<0.01505 praparations containing clindamycin or lincomycin.
18 05 05 240 025240 Peplostepla- Because of potential adverse gastrointestinal effects, 'do not ad to rabbuts, h guinea pigs, horses,
Beta-hemoiyte S0ceus Spp. 18 018 05  <00580 chinchillas or ruminating amimals,
Sreptocoen % 05 05 240 02O TE WARNINGS
55’ 14 05 240 240 DRsadg SR k) 008 025 001580 Keap aut of reach of chidren. Not for human :;aE.c UTIONS
1 The the n vitro data A
Oﬁmﬁﬂ""@me‘ ) and ciinical response has not been determined, *Fl:;gg pmlgnged tdtherapy of one month or greater, penadic kver and kidney function tests and blood counts
aunsus 20 05 05 05 Q8§ snauid be perfermed. _— . !
Staphyiococous The use of clir by o y resuls in overg of non: itte organisms such as
Il:gmmus 18 05 240 240 0.2524.0 clostndia and yeasis. Tharak the jon of ciindamy Y ride should be ded n those
Steghylococcus @ 05 240 340 625340 specles sensitive to the gastrol { offects of cii 1 (see CONTRAINDICATIONS). Should
. 5 24 .25+2 supan oCeur, BPRIop shouid ba taken as Indicated by the clinical situation.
Bela-hemolyte Patienls with very sSavere tenal disease and/ar very severe hepatc disease by severe bof
strepiococc) 21 05 20 20 025240 ; i Y
s‘,mp‘;omw . g abarations should be dosed with caution, and serum clindamycin levels monitored dunng high-dose therapy.
pp. 21 240 240 240 025240 Clindamycin hydrechlonde has been shown 16 have neurc blocking properties that may enhance the
= — action ell other neuromuscular blocking agents. Thersfore, clindamycin hydrochioride should be used with caution
mal/S| in animals recewving such agents.
Sahnhymts 55 05 240 240 025240 Salety in gestating bitches and queens or l;n;e‘?:é];g‘ énsal; g:gér.;g:“ csats has not been established.
Staphylococcus ‘ P . "
ivr?he"ﬂnedms 43 D5 240 240 0425240 Side effects ccecasionally sbserved in entner clinical trialls or during climeal use were vomiting and diarhea.
Slaphylacoccus . DOSAGE AND ADMINISTRATION
Bseptg_.h emolic 3@ 05 240 240 025240 Dogs: Infected Wounds, Ab and Dentai |
strplococe: 1705 05 05 02505 Oral: 2.5-15.0 ma/lb body weight every 12 hours. Duration: Treatment with Clindamycin Hydrochlonde prodcts
. may be continued up to a maximum of 28 days # clinkcal judgs Indi h of acute inf should
1 The b the @ wire data notbe continued formore than three or four days i no respanse o therapy 1s seen.
and chirical response has not besn determined.’ Dosage Schedule;

2 Soft Tissue/Wound® includes samples fabeled wound,
abscess, aspirate, exudates, draining tract, lesign, and

mass )
Q i el i {absied bone,
fracture, jomt, tendon
4 No range, all isolates yielded the same value

§ DenrnaliSkin: includes samples labaled skin, sk

swab, btopsy, nciston, iip

3

PHARMACOLOGY
Absorp Cling! in hydrochlorkde is capidly absorbed from the canine and fefine gastrointestinal tract.

Doy Serum Levels: Serum levels al or above 0.5 pgimt. can Cat Serum Levela: Serum levels ator above 05 pg/mb can be
e mainlained by oral dosing at a rate of 2.5 mg/lb of cingahwein - mantaved by oral dosing af a rate of § myib of clindamyon

Clindamycin Hydrachioride Oral Liquid

Admimister 1-6 mbL/10 fos body weight every 12 hours.

Dogs: Qsteomyelitie

Qral; 5.0-15.0 mg/lb body weight every 12 hours. D! T with Clind Hydrochionde Oral Liguid
is recommended for a mmimum of 28 days. Treatment shiould not be continued for longer than 28 days iIf no
response 1o therapy s seen.

Dosage Schedule:

Clindamycin Hydrochloride Oraf Liquid

Admunister 2-6 mi/10 Ibs body weight every 12 hours.

Cats: inh d Wounds, At and Dental Inf

Oral: 50 10 15.0 mgfib body waight once every 24 hours depending on the severity of ihe condtion. Duration:
Treatment with Clinqramycm Hydrochionde Oral Liguid may be continued up to a maxunum of 14 days  clinical

hydrochionde every 12 hours. This same study reveajed thal  hydrochionde imuid every 24 hours. The average peak serun judgment i of acute inf should nat be continued for more than three to four days i no
average peak serum concentralons of cindamycn oocur ¥ hour of ool 1 bows ates | Glingal respanse to therapy is sesn.
and 15 minutes after oral dosmg. The etmmaton haffide for  ort . The elimmabon half-ile of cindamycn in faline serum e rboad g
chndamycin 1n 8g sarum wab approximately 5 hours, Thera was 15 approxmately 7 5 hours. In healiy cals, mamal Jai Dogage ) ) .
nio bioactivty accumulation atier a segimen of multpie ord doses  ccours after muliple oral dosas of tindamyein hy and Cli yein Hyd ide Orai Liguld, to provide 5.0 mgab, administer 1 mi/ 5 b body weight once every 24
1 haalthy dogs. sleady-state shauld be achreved by e third dose. fours; 1o provide 15.0 mg/b, administer 3 mU/S Ibs body weight once every 24 hours,
- ANADA #200-183, Approved by the FDA
Clindarmyemn Serum Concentrations 2.5 b Clndamycen Serum Concentrations
(5.5 makg) Ar;er 8.1.D. Oral Dose o't“g/‘ S g/ (11 myks) Alter Single Orat Dose of HOW SUPPLIED
yen Hy Capsuiesto Dogs . Chrdamyen Hydrochlonde Oral Ligud to Cats Clindamycin Hydrachlonde Qrat Liquid is avalable as 20 mi. filled in 30 mL bottles (25 mg/mL) supplied in
00 \oa packers containing 12 carloned bottles with direction labels and calibralad dosing droppers.

g 3 E E Store at controtlad room temparature 20°25°C (68™77°F).

g 3 ® 3
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METABOLISM AND EXCRETION .
Extensive studies of the metabolism and excrédtion of chindamycin hydrochlonde admmnistered orally in snimals Manufactured by

and humans have shown that unchanged drug ang bloactive and bioinaciive metabohies are excreted nunne and
1eces. Almost afl of the bioactivity detected in senun atter ¢l y v Is product ad s dus

Phoenix Sciennfc, inc.
St. Joseph, MO 84503
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Approved for use in dogs and cats.
Recommended dog dosage:

KOG 59130-676-13
For therapy of wounds, sbscesses and dental
mioctions, orally atiminister 2.5-18.0 mgfib

Glindamycin = =
» nme A ) {1-6 mt/10 tbs) body weight every 12 hours.
Hyd ru eh ' 0 r l d e ! -y mm For therapy of ostecmyelitis orally administer
, 4 = =2 5.0-15.0 mg/lb (26 mi/10 Ibs) body weight
Oral LiqUid = _m: gvery 12 hours,
»g = . ——— For mt::;\;yn z?fevdvoiantdg?gggce;sses and dental
Antl b l%ﬂtlc . 4 ) @ infections, orally administer 1-3 mL/5 ibs body

S weight once every 24 houss depering on the
Equivalent to 25 mg/mL Clindamycin

severity of the condition.

See package insert for complete product

CAUTION: Federal law restricts this drug to use infonmation

by or on the order of a licensed vetarinarian.
FOR USE IN ANIMALS ONLY
ANADA 200-183, Approved by DA

Warning-Keep out of reach ¢f children.
Not for human use

Store at controliet ropm femperature
20°-26'C {68°-77°F)

Each ml contains: Clindamycin
hydrochloride equivalent o clindemycin
25 mg and ethyl alcohol, 8.64%.

NET CONTENTS: 20 mL (0.68 fi 0z)

O O O
1 {

Amilech:

ENENNE R

Group, Inc.

Manutactured by:
Phoenix Scientific, Inc.
St. Joseph, MO 64503

GBSERVE LABEL
TAKE TIME nmsz%ons
500016 Rev. 11/02

®

Directions

[

Clindamycin Hydrochloride
Oral Liquid in 2 30 mL bottle,

| This carton contains 20 mbL of

3

Lot No.
Exp. Date

PMS 186 PMS BLACK
\ RED

/-

\
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